
D@ARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Ssrvica 

Food and Drug Adminiattation 

APPLICATION FOR A VARIANCE Fenn Approve& OMB No. 0910-0025 
Expirstion Date: October 31.2000 

ets Mlmrgcmcnt 6m-h fHFA-3051, Food and 
-12420 Pwkbwn Drhm. Rockvilb. MD 20952. 

2. ADDRESS OF COMPANY iAuk& m codslff PG. Box Lt used, k&de ecr~el street eti --r 
1340 East Milton, Tuscon,Arizona, 85706 

3. NAME AND TITLE OF RESP0NSlRl.E PERSON 4. TELEPHONE NO. #B&k - cakl 5. b&m OF SURMlSSlON 

Troy Scott Tombson 520-573-1653 $qj-(Jo 

5. THE APPLICANT REQUESTS THE Vm ‘FL3 BE fN EFFECT FOR A PERlOD OF 

?. PROOUCT DESC 
I. UST NAME AND/OR MODEL NUM8ERfS) H)R THE LASER UGHT SHO 

Gemini Laser Corporation model Illusion, variance # 96V-C 
). PRODUCT FOR WHICH A VARfANCE IS RMUSSTED f. PRaDucT Is WTENDED 

0 Man? ttyl 1s .4ryr -’ I.. -- . c] A laser diipby ddce 

l A projector for a Laser li@t ahow 

l A bser Eght stmw 

OOttur~ 

:. 0 PROJECTORS ARE WENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PRODUCERS 

I. PRODUCT Is INTENDED FOR USE IN A 

0 Planetarium or othec dome p#ectM sbucture 

0 Theater 

0 Hotel/motel ballroom or meetftq room 

0 Store displays 

0 Tradeshowofcomedon 

0 Discotheque or night-olub 

0 Pavilion 

0 wJQ!p!v. 
0 Outdoor arena 

Cl Museum 

OOUtdOOf unendorad #ea 

n wwrr (s-1 Any Venue within regulatory compliance 
I. PRODUCT 1s RUTEt@ED TO BE USED 

0 Aionl+n&&dtocatbn 

0 At a variey of /fowl locations 

B 0th~ fQkwty)Any Venue within regulatory compliance 
I. tisER’RADtAllclN LEVES -. - 

LASER MEDIUM &lr, He-&, etc.) WAVE LENGTHS lwnl PEAK POWER /watzs~ 

lrgon/Krypton Ion ‘. 457-&L .lOwatts -’ 
;.. , 

I I 
I. IF ANY LASER &DON IS PUlSED DR SCANNED, GM THE PUtRE DlJRATlON AND RAT&D ScANNfNG FREGUFNCY AND AMPLD-UM 

Laser Radiation output can be scanned from DC to 3.2 KHz and can be modulated in both wavelength and intensity up to 
loo KHz. 

0. REASON FOR R&JESTlNG VARlANCE 

l Coa)plianca with the Smits of 21 CFR 1040.11 (cl would restrict the intended use of the product because compliince would 
hmit the output power to the extent that the desired effects would not be sufficiently visibk 

D Other or additional explanation ISpetitij . . 



. 
. 

I 1. MANNER IN WHICH IT Is PROPOSED TO DEWATE FROM THE REQUIREMENTS OF THE APPLICABCE STANDARD 

n lt is proposed to deviate from tha provisions of 21 CFR 1040.11 (c) in that the sccessible emission level would exceed the 
accessible emission limits specifii in 21 Cf% 1040.1 lb). 

I 
0 It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) as ~OIIOWS: 

12. ADVANTAGES TO BE OERtVEO FROM SUCH OEVIATION 

n lrser light chows and diiphys are accepted popubr rneufa in enteMnment ml the rm. Use of power levels ln excess 
oftheIimitsimposedby21 CFRlO4O.ll(c~& necessary to achiave the requbed effects in these media. 

0 Other or additional advantages Ides* andexpk~. 

13. EXPLAIN T.l&LTEflNATE MEANS CM! RADIATION l’ROlEClWN TO BE t’RQVlOE0. (Qwck as many &xes 8s a@y. k Jrwn 14 -Remwks, - 
set0 MyorJMlf- of m&don prcthetkm rhnt wslbe u3sd.l 

b.=Effsasnotcpsdficldlyindicltedinthisv#~~wTnotbaperformsd.NoothareffecuwilbeaddaduntilM~sndmentto 
thevadanu-~beenobtainedandthcrequirudreportcorrupphmsmr, uappGcabb.havebcencubmitted. 

c.~Scanmlng. projeotion, & nibaim of laser and cdlaterel radiation @ghtshow fad&i& into audienm or other access&i uncontrolled 
areas will not be pefmlttcd except for diMuse refkct+ns pr&nzed by the atmospkwe. added 8tmosphark sc8ttsring media, and target 
coraenc. 

d.~Luerr~~lewlPinexussofthelimitrofU~Iwlnotbapsmrined~~point~~3.Ometsrr~uryouf~upon 
which persons other than operators, perform~s, or empbyeu are pedtted to stand or 2.5 meters below or In lateral separation from 
anv pboa where sudr p4wconc are permItted to be. W, pe&nr~~ ~employeeswillmtberequiredorallowedtov&w 
radiin above the &nits of Class I or be exposed to redietM ebove the limits speciW in 21 CFR 1040.1 l(c). 

e.m Any produot yhioh reties on scanning to meet access, urposwa, or poduct class limits wiW korporate a scanning safeguard system 
which~senrasr~~motionandwNohwilrssdhrtenovOhtopredud4excsedinO~appticaMeIbnit. 

f. n All laser Gght shows shall be under the direct rmd per&al control of trained, competent opnrator(sL The operatororbi witl: 

(1) BeansmpbyeeofthevafiancehoidefwhowillberespmsWe for tha Ling and the conduct of the operator; 

(2) Belooatedwher0allbcampathsCMbdireotlvobcew3d ataHthec:and 

(3) Mnediite~ terminate the em&ion of fight WiadWon In Um event of ,any unsafe conditiqn; or, for outdoor shows, upon &Jest 
by 8ny air vaffi control offials. . . 

. 

oph- laser projector output power will not axcad tha bvd rcqulred to obtain the intended efktc. :. 

j. m In e&ion to the requirements of 21 CFR 1040.1Oall. ti menMeHWer of kser 

the recipient as an independent tipht show manufacturer to submit the required rm and a& for end obtain a varknce from c0Rl-l 
prkr to introduction into commerce of any la90f riht ahowr. 

km-h-# ementa of 21 CFFI 1002.3O(a)( 1) and (2) wifl be -had thmu& tlk use of written procedures for setup, 8tiinmeIlt. 
t.atiy.alldpWfWmaWofeachahow.thaaeprooadllreswillbe&l ~tdetdlroensue~mpfisncswith21CFR1040.10.ths 
Co&kona of this varien~, end the control 
the kafi us0 of la& 1Ameficm Nedwl s 

of~y to &Won ~eaa U&IQ the proesdues dascribed in the ANSI21 36.1 standard for 
t8ruhd.hcdlute* 1430 &O&WY, New York, NY ltX318l or any other eqtdvalent user 

COIWMCUS standud cnd, where applicable. atate or bcel requirements. Laser radiation areas which can contain radiation bvds above 
thsbnitsspckEedh21 CFR1040.ltfc)vuig&~dsartyidsntifihdbythepwdngofw~JONandlorres~~through 
PhySioal mmns (sudr‘as pmssuf~ swJtchu, photo c&s. bwiws, guwds, etc.). These reqbhments appfy to temporary afaas lsmh as 
dcaahOsetcrp~~t~~~~u)andu,finatcrparmsnsMarsar.Ths wriance holder will retain the records of these procedures 
snd the tosuIts of aP tests as required by 21 CFfI 1002.31. A copy of ths variance a@kation. the approval l&r, current procedures. 
and recofds relating to oath particular show wil! be with the operator or other responsible individual and will be made avaAabla for 
Wpecdon by FDA and other responsible authorities. 



1. m Advance written rMfication will be made as early as possible to appropriate federal. stats. and local authoritias providing show itinerary 

I 
with dates and locations clearly and completely identifd, and a basic description of tha proposed effects indudinq a statement of the 
maximum power output intended. Such notifications will be made, but net necessarify be timited. to: 

(1) The Genter for Oevlces and Radii Heafth, Gffrr of Cemp~iance (HF&34U. 2098 Gaither Read, Rockvllle, MO 20850, providiry 
the l&ial and dosbg dates for fixed fnsta#at&ns end the itinerery ior m&& shews. In ad&n, unless all aspects of eti show hav 
been roperted and accesslen numbera deedy referenced, each notke will include detailed descriptions of each show and a fistinq of 1 
effects to be performed in s&fkient doteif te c&&m campfiance wfth tha regufatiens and this variance. 

(2) The Federal Aviation Admhbtration (FAA) few any prejectii into epen airspace at any time lie., w Set UP, 8b@rnent 
rehearsals, pwformances, etc.J. If the FAA ebjects to any laser effecta, the objectlens will be reselved and any cenditions requested 
FAAwinbe~edto.H~~~ccnnatbe~~obisctionrblseffectiwiObe~t~fromthst)low 

(3) State and bcal radfatfen centrd offices/aSeMea for a# ahewa re be perfermed within theb juidMmc. All rm@mmmm of state ant 
1ocallawwWIbsretirtkdwdny~cdw~bykul avthwhswiIJberesolvedortherffectsdebtd.W&toffedQFslend 
smteoH5cask8w8lsble~aheCant~IbrDsvicsrnd~Hadoh~~L/ 

14. REMARKS 

Addendum to parts 13 sections I and J: 

The laser show projector that we are certifying for use with our laser light show company will 
only be used by authorized operators of our company. 

All operators are to wear protective eyewear for appropriate wavelengths when appropriate. All 
operators must be knowledgable with laser safety and regulations as per local jurisdiction. 

I CERTIM that all of the above infermatlen and statementa are true, complete, end correct to the beat of my krowlQdge ami acfrnowfedqe 
that my varianca appfiition may be denied er my varfance may be revoked if this eppkatbn ls found to ba false, misleading or incorrect 
in any matarial way. l have submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and 
show(s). I fvrther understand that I may be required by regulatfon 01 by the Okector, Center for Oevices end Radiobgk%l Health, to suppfy 
such other information as may be necessary to evafuate and act en this appfiitbn. 

15. SIGNATURE 16. NAME (Type or PrmirV 17. TITLE 
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